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UNIWRSITY Or; CALII~ORNIA. LOS ANGIXIZS 

OFFICE OF TJJE DEAN SCbOOL OF PUBLIC JJEALTH 
TIIE CESTEJt FOR SJEALTH SCIENCES 

28 July: 1976 LOS ASGELES, CALIFORNIA go024 

. Senator Edward M . Kennedy, 
Chairman, 
U.S. Senate Subcommittee on Health 
U.S. Senate 

\ Washington, D.C. 

Dear Senator Kennedy: 

Since my testimony 17 June 1976 before the Subcxxnmittee on Health 
concerntig the Report of the President’s Biomedical Research Panel and 
your questioning, as well as that of Senators Eagleton and.Beall, I have 
been giving further thought to the matter. A recent letter frcnn Senator 
Cranston, a member of the Subcommittee on Fealth, has likewise stimulated 
me to make additional comment on two issues-raised by the Report. 

One issue is the differentiation of biomedical research frm the - I development .cf ap?licaticns of new kn”u’lc~d~e in health care. 
‘\ 

The second issue is the form and place of responsibility in the 
Federal government for development of applications of’ new .knowlecIge in 
health ‘care. --- ., 

/ 

‘Diffdrontiafien .df ‘Biomedical ‘ReSetich ‘f&i ‘the ‘Development 
‘of App:llcatlonsdfi?Tilo~~lecige III .HealtITCare 

This differentiation is important because, asthe CongTess.recognizes, 
we need to take advantage of what is found through biomedical .rese&h 
by developing it for .use in health care. That development for use does 
not take place automatically.. It does not result frml simply-publishing 
research findings. It does not flow from the present. activities:.of NIH. 
That agency, influenced by its research constituency and now buttressed 
by the Report of the President’s Bioxxlical Research Panel, regards 
“explor(ing) applications of new knowledge that are- effective in health 
care (as somet.htig) in. addition’to its basid m ission.“. The quoted words -: come from the Rcport?33XT%ne~ 55 GX?GGiZlS_ls m ine. NH has 
looked upon cspl.ori.ng appJ.ications ii1 hcal~th cart as a distraction from 
its primary m ission, 

. 
to be undertaken only cnou& to meet vigorous 

complaints and demands of Congress. 

There is a difference between bj.ancdical rcscarch and cxplorjng its 
aPpl.ications in health care. That difference should be clearly understood 
by aI& parties concern4 n‘s one basis for accompl.ishing the intent of 
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Congress that research findings be used to improve health care. One way 
to understand the difference is to examine carefully what is described 
in the words of the Panel: 

The continuum from the development of new knowledge to 
the application of such knowledge in health care includes a 
number of steps: 

_' 1. discovery, through research, of new knowledge and 
.the relating of new knowledge to the existing base ; 

.2. 

3. validation of new technology through clinical trials; 

.4. 

.5. 

6. 

translation of new knowledge, through applied research, 
into new technology and strategy for movement of 
discovery into health care; 

determination of the safety and efficacy of new 
.technology for widespread dissemination through 
demonstration projects; . 

education of the professional community in proper 
use of the new technology and of the lay 
on the nature of these developments; and 

community 

- 
new developments skillful and balanced application of the 

to the population.” 

Step 1 is clearly in the realm of biomedical research. Steps 4, 5 
and 6 are clearly beyond the.realm of biomedical research. 
3 comprise the area of present ambiguity and uncertainty. 

Steps 2 and 

in that part of the “contjnwn” 
The problem 

encompassed in Steps 2 and 3 is: . 

td ‘idonti 
-4 ‘J$zZaal 

7 in the findings of research (from Stec 1) the 
or improving health care; 

t6 ‘s .stematically .explore that potential through development 
of ‘b a strategy for applying it ‘in health care; 
and 

. .. 
to ‘validate that technology through clinical trials with a 
view to proceeding on to Steps, ‘4, 5 and 6. 

It is in the above-underlined activities that American health 
policy. has been weak. That weakness has been delaying disease control 
and giving rise to concern in the general public and in Congress that as 

. a nation we are not doing all we can and should to advance health through 
pranlpt application of what we know in health care. Some progress, of 
course, is being made, for example, 
trials, 

in the increasing use of clinical 
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What is needed now is explicit rccognition’of the underlined activities 
in health policy; vigorous leadership and adequate funding of them; and 
decision as to whether they can be entrusted to the biomedical research 
conununity with its present orientation, or whether they should be combined 
with the activities encompassed in Steps 4, 5 and 6 and made part of a 
new thrust in disease control for the country. 

Some examples from experience with disease control in recent decades 
may be helpful. In the testimony on 17 June 1976, reference was made to 
the Papanicolaou smear. Briefly, the chronology of that technic has been: 

1928. First reference in the U.S. to possibility of 
using the technic against cervix cancer. 

: 1943.’ . Definitive work published, establishing the 
technic as useful in detecting cervix cancer. 

: 1960. Less than one-half the women in the U.S. had 
received the smear even once. 

: 1974. Only about three-fourths of the women in the U.S. 
had received the smear even once, and the most 
neglected were those who had the most cervix 
cancer. Frti 1950 to 1975 over a quarter- 
million American women died (unnecessarily) - 
from cervix cancer. \ 

At present considerable attention is being given to mammography 
(X-ray examination of the breast) as a means of combatting breast cancer. 
Briefly the chronology has been: .- 

/ 
: 19?0. First .reference in the U.S. to possibility of 

-‘. L using mammography against breast cancer. 

: 1960. Definitive work published, establishing the 
technic as useful in detecting breast cancer. 

: 1964. First (and still the only) significant clinical 
trial launched. 

: 1973. 

1976. 

Nation-wide demonstration project undertaken. 

Confusion as to whether the demonstration project 
adequately took into account the findings of 
the clinical trial with respect to age of women 
when benefit occurs, and the hazard of radiation. 

With respect to anti-hypertensive drugs, the chronology briefly is: 

19.50. Anti-hypertensive drugs available. 

1964. Clinical trial of anti-hypertensive drugs for 
hypertension launched. 



. ’ Senator Edward EL Kennedy 
28 July 1976 
Page Four 

1967; 1970. Above study reported to show effectiveness. 
i 

: 1974. Surveys indicate that 36 percent of males with 
hypertension did not even know that they had 
the condition; of all those with the condition 
(previously known and not known) only 22 per- 

. . cent of black. males and 28 percent of white 
males were under adequate control. 

In the case of measles : 

: 1960. Measles vaccine first developed and used in 
number of small trials in children. 

‘. 
.' 1963. Measles vaccine licensed and placed on market. 

still unprotected. 

; 1975. Continuing outbreaks of measles occur; for 
..example,‘ several hundred cases in San Francisco, 

more than in the preceding seven years. - 

Dozens of additional examples could be cited from the experience of recent 
years, using only situations now recognized. 

. The conclusion is clear. 
How many are unrecognized? 

.to recognize that: ’ 
,. There has been a failure in American health policy 

-. 

(2) 

Biomedical research alone is not sufficient to assure reasonably 
prcmpt application,of findings.to health care. 

Explicit attention is needed to the steps involved in moving from 
research findings to incorporation into health care, nameiy: 

(a) Identification of the potential 

(b) Systematic exploration of the potential. 

(c) Validation through clinical trials; then demonstration 
projects; professional and public education; and 
skillful, balanced general application of new develop- 
ments--for mximmi benefit to the American people from 

. their support of biomedical research. 

The Panel did not make clear in it.s report this serious weakness nor propose 
effective means of dealing with it. . 
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1Fr.M ‘and Place .of ‘Responsiblity ‘iri the Federal ~Gover~%erit ‘for .Developrient 
f Applications of New Knowledge in Health Care. 

One important reason for inadequate attention to the development of 
applications of new knowledge in health care has been the failure to 
define the m ission clearly and to place responsibility for it in the Federal 
government. 

Since establishing iii 1937 the Xational Cancer Institute, the 
first of the.National Institutes of Health, and down.to the present, Congress 
has nudged NIH toward “control” activities, i.e. , developing the application 
of research findings to disease control. Success has been hardly outstanding. 
For example, the ‘National Cancer,Act of 1971 established a program whose . 
goal was “To develop, through research and development efforts;the means to 

significantly reduce the morbidity and mortality’from cancer.” But whereas . . 
the National Cancer Institute called a series of conferences of national 
leaders in the biomedical research,: community .as early ,as ..1970 (before,,,. . . 
the Act was passed) to. consider. its implementation’ wi'th respect to t .._-.’ . :. .“: .: .‘.‘Y -y 
research, it was not until 1973 that the XC1 called such a conference on 
and otherwise began seriously to approach the development of cancer 
control. .._ :. ‘Z . -_.. : . . : 

From time  to time  during the past quarter-century, the Public 
Health Service and, more recently, the Department of Health, Education, -- 
and W e lfare established units for cancer control, heart disease control, 
chronic disease control, tuberculosis control, communicable disease 
control, regional medical program for heart disease, cancer and stroke, 
etc., outside the National Institutes of Health. None of these, however, 
ever developed a solid base of support in and outside.of Congress even 
remotely comparable to NIH. 
fact remains. 

Many explanations may be advanced, but the 

Apart from efforts to establish organized disease control activities 
. in NIH and in the several programs referred to outside NIH but in Washington, 

it should also be noted that places outside Washington have been designated 
for the purpose of organizing disease control activities. Notable among 
these are the Center for Disease Control (C.D.C.), formerly the Ccmmunicable 
Disease Center, inAtlanta; and the National Institute for Occupational . 
Safety and Health (NIOSH) , in Cincinnati. 

Somehow neither NIH nor PHS nor HEW has mounted the kind of sustained 
effort to develop the application of research findings to health care 
that would reasonably promptly take advantage of what the nation has 
developed ,in biomedical research. ‘, ,,, .: \ : .z’. _ .,.. I : :: ;... . . *.-.; ;*.. . . . . .. ;‘.. .>. ,” . : ._;, ..I .:...., . . ., . . . . . . ;. ‘.. : . 

Perhaps the ‘reponsibility for this situation ‘domes back to Congress. 
,-The: ,Jatt.er body has ,defined, policy .a~@ ,.provided..funds for, bianledical .A >..., 
research on the one hrmd, and for health care @ fedi-Care, Medicaid and 
apparently soon some form of National Health Insurance) on the other. 
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But Congress has yet to define policy, establish responsiblity and 
provide funds for the critical link between the two. However generously 
our nation supports biomedical research and health care as separate 
entities, the failure to provide a bridge between them will mean continuing 
loss on both sides. W e  fail to benefit from research findings and we 
pay for out-moded and wasteful health care. 

In my  testimony 17 June 1976, I outlined several aspects of this 
problem as follows : ‘( 

.“l. Clear definition of the m ission, especially differentiation 
frcm biomedical research as it has developed in this country; 
and emphasis on epidemiological.studies and controlled field 

. .‘. trials..’ #.’ 1 ‘. ‘.. _’ : 
:. 

‘2. Establishment of a coherent staff and leadership dedicated to 
the m ission, not bits and pieces scattered through NIH and 

,. . . ..other agencies .of: the .Federal government. . . . . .,. . :. :. i - .,. . . 
3,’ 

. . . . : I:.. .’ ..,. ‘ .: ‘:,. 
Sufficient budget, including present allocations scattered 
through NIH and elsewhere ‘in the Federal health agencies. ,,_ -.., ____ ,. _.. . . . .._ ,,. . . .._ : . . . . .: : . . . . :.. ~ *. ., ‘(S.. . . . ‘- ,. . . I . . . *- . . . . 

4. Developent of a substantial partnership with those outside 
the Federal government, especially in state and local govern- - 
ment, voluntary health agencies and many elements of the 
health professions. 

5. Careful overs,ight by the Congress.” _ 

Some elaboration of. these points may be useful. . 

The m ission to be undertaken is to systematically (a) identify the 
potential for improving health in the findings of biomedical research; 
(b) explore the potential through technological development and strategic 

.planning; (c) conduct clinical and field trials (demonstrations) of the 
..technolo,~; (d) educate the health professions and the general public 

concerning health care technology, its uses and lim itations; and (e) 
promote a skillful and balanced application of new developments to 

I benefit the .population. _. 

This m ission should be differentiated from that of biomedical 
research, which is to discover new knowledge that may add to the potential 
for improving health. The m ission shou1.d also be differentiated from 
that of health care, which is to deliver services that will improve 
health to the entire population. 
‘interdigitation. 

,Obviously there. rfi.11, be .overlap and;:. 
Failure to recognize explicitly and provide for the 

.., : I- .:-.... .;. I ,.:.. ,,., .‘, ;,; :.,.,. 

‘critical m ission that lies between biomedical reseasch ‘and health care 
‘. : ; ; . , .,.. 

.:. ho\\tever., conthues. to. .& a fmdmpntal \qeahess ’ of U;S.’ national .-hea.l&,. * -.: .I., . :.+:i;.:Y*.: :..-:::i:‘. l:--:- 
policy. 
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To  accompl i sh  th is  m ission.wi l l  requ i re  es tab l i shmen t o f a  cohe ren t 
staff a n d  leadersh ip  ded i ca te d  to  it. P resen tly, to  th e  ex te n t th a t 
th is  m iss ion is u n d e r taken , responsib i l i ty  fo r  it is scat tered th r o u g h o u t 
(a )  N IH; (b )  speci f ic d i sease  con trol p rog rams  fitfu l ly  star ted a n d  
s topped  by  Cong ress  a n d  H E W , m o s t recen tly in  th e  Hea l th  Resources  
A d m inistrat ion @ IRA);  a n d  (c)  var ious  o the r  un i ts o f th e  Federa l  hea l th  

. es tab l i shmen t such  as  C .D.C. a n d  N IO S H . It cer ta in ly  appea rs  th a t n o t 
1  m u c h  o f th is  m iss ion wil l  b e  accomp l i shed  as  l ong  as  Cong ress  a n d  H E M  d o  

n o t cha rge  s o m e  un i t o f H E $ V  with responsib i l i ty  fo r  it a n d  co rmn i t su fficient 
funds  to  car ry  it o u t. W h e the r  th a t un i t shou ld  b e  N IH, C .D.C., H R A  o r  
s a m e  o the r  shou ld  b e  d e te r m i n e d  by  Cong ress  a fte r  ca re fu l  cons ide ra tio n  
o f w h e r e  th e  m iss ion fits bes t o n  th e  bas is  o f history, cu r ren t cons tituency , 
p resen t responsib i l i t ies a n d  l ikely fu tu re  d e v e l o p m e n t o f each  un i t-- 

-. wi th o r  wi thout  th is  m ission. Mak ing  th e  bes t d e te rm ina tio n  wil l  requ i re  
ex tens ive  a n d  m e t iculous analys is .  

Des igna tin g  responsib i l i ty  fo r  th e  m iss ion wil l  b e  e ffec tive la rge ly  
: .” to  th e  ex te n t th a t it is , .c lear ly.def ined a n d  su fficient resources ,appropr ia ted  ._ ,. ,..- :. . . ._  

: 2  ; -to  car ry  it o u t. E ven  a  casua l  sea rch  wil l  d isc lose hund reds  o f m i l l ions 
o f do l la rs  a l ready  app rop r ia te d  m o r e  o r  less fo r  th is  pu rpose  b u t so  
di f fused th r o u g h o u t th e  Federa l  hea l th  es tab l i shmen t th a t a  cri t ical ..‘s.‘. * . t iss- o f ta len t, o rgan iza tio n ’a n d  resources  does  n o t exist in  o n e  p lace . .- .. ” L ’ .T & . .’ 

. . T h e  m iss ion -wi l l  requ i re  hund reds  o f m i l l ions o f dol lars,  n o t th e  b i l l ions 
n o w  conun i tte d  to  b iomed ica l  research  no r  th e  tens  o f b i l l ions n o w  c o m m i tte d  ._  
to  hea l th  ca re , b u t still essen tia l  to  rea l iz ing th e  b e n e fit f rom  those  

‘\ la rger  p resen t c o m m i ttm e n ts. . -. 
‘. In  th is  m iss ion th e  Federa l  g o v e r n m e n t c a n n o t func tio n  e ffec tively 

a l one . M a n y  o the r  e l e m e n ts o f ou r  n a tio n  a re  a l ready ,striving, s o m e  o f 
th e m  despe ra te ly  a n d  look ing  fo r  Federa l  l eadersh ip , to  deve lop  th e  
appl ica t ion o f b iomed ica l  research  find ings  in.heal th ca re . Im p o r ta n t 
‘a m o n g  these  e l e m e n ts a re  state a n d  local  g o v e r n m e n ta l  agenc ies , vo lun tary  
h e a l th  agenc ies  c o m m i tte d  to  con trol o f .specif ic d iseases,  a n d  severa l  
g roups  o f hea l th  p ro fess ionals .  A  pa r tne rsh ip  shou ld  b e  es tab l i shed , 

: wi th th e  Federa l  g o v e r n m e n t tak ing  th e  l ead  a n d  p rov id ing  s o m e  cohe rence  
s a n d  gu idance . 

Final ly,  o f cou rse , th e  Cong ress  c a n n o t dea l  wi th th is  m a tte r  “once  a n d  
fo r  al l ." C o n tinu ing  overs, ight  wi l l  b e  requ i red . 

I h o p e  th a t these  c o m m e n ts wi l l  b e  he lp fu l  in  you r  cons ide ra tio n  o f 
th is  impo r ta n t topic.  

‘S incere ly  yours,  

,& e s te r .J3 res low j~  M ;D .,-M ,P .H . 
D e a n  
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